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JAPANESE INDUSTRIAL STANDARD JIS

High-Pressure Steam Sterilizers for T 7324-1988%
Medical Use (Small Size) |

SCOope

This Japanese Industrial Standard specifies high-pressure steam sterilizers

for sterilizing medical appliances by using saturated steam (hereafter referred
to as the "sterilizers"), having vessel (%} of 0.25 MPa {2.5 kgf/cm?) or less in
maximum using pressure corresponding to pressure vessel specifications (!)
specified by country, of automatic operation type and semi-automatic type.
However, except sterilizers corresponding to biohazard containing washer
sterilizer.

(1)

(2)

(3)

(4)

Notes (!} The specifications are in accordance with the small. type boiler

of the Industrial Safety and Health Law, the Safety rules
relating to small pressure vessel structure Standard, structure
sStandard such as simple boiler, etc. However, the maximum
operating pressure used in this Standard is called "the maximum
pressure" in the Industrial Safety and Health Law.

(2)  The vessel means the small type pressure vessel of Article 1
No. 6 of Enforcement Order for the Industrial Safety and
Health Law and the vessel shown in Article 13 No. 37.

Remarks: In this Standard the units and numerical values shown in { }

are in accordance with traditional units and the Standard values.

Definitions

For the purposes of thig Standard the following definitions apply:

chamber Among the pressure vessel of sterilizer, the part to store the

matter to be sterilized. There are single lid types and two lid types.

temperature integrating control system  The temperature integrating

control system is such a system that preliminarily sets the control value
of sterilizing temperature and, when the sterilizing temperature is lower
than the set value, the instrumentation of sterilizing time is stopped
(hereafter referred to as the "integrating system"). This includes the
reset system.

D-value confrol system The system to determine the most suitable
sterilizing time by integrating the D-value which is determined by the
sterilizing temperature and its holding time. In some cases, it is
called F-value control system,

D-value The time to reduce the number of bacteria existed at first to
1/10 under certain sterilization conditions. That is the time required
for killing 90 % expressed by min unit.

Applicable Standards, Reference Standard and Relating Law and Rules: See
page 11.
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(5)  pressure exhausting type The system to exhaust the residual air that
interferes with tne rise of sterilizing temperature in the chamber and

in the matter to be sterilized according to the saturated steam pressure
from the exhaust opening.

vacuum exhaust type The system, to suck-exhaust forcedly the
residual air that interferes with the temperature rise of sterilizing in
chamber and matter to be sterilized before sterilizing process according
to vacuum apparatus. This includes the pulse exhaust type,

(6)

sterilization cycle  The process since closing of lid of sterilizer until
completion of all processes such as at least air exhaustion, sterilization,
exhausting including natural cooling, etc. to open the lid.

(7)

semi-automatic operation type sterilizer The sterilizer to carry out
automatic control only for sterilizing temperature in sterilizing process
and the sterilization maintaining time.

(8)

3. Classification

The classification shall be as given in Table 1.

Further, according to the purpose of usage, respective systems may be

combined,
Table 1
Steriliz- i]47-
Auntomatic Air iﬂEE ;E;l- i}:ge r&;?e Handling Setting
control | Heat source | exhausting periltuire control Drying system mhethcgd of method
system [ contrg chamber
system et systet system
Overall Electric Pressure Fixed Integrat- Draft Lateral On-table
automatic | heater htype, exhausting | tvpe ing type type type type
steam heater| type : -
type, outer V}:-.):uum Variable Dmvalule Exists Vacuum | 1ongitudi- Flmé'
steam flow- | exhausting type ED;E;; type | nal type isgﬂﬂ -
ing-in type type Y Heating ¢ ge
@
Semij- .
automatic Without —
!
4, Safety
4.1 Electrical Safety The electrical safety shall be in accordance with

JIS T 1001 and in addition, be as follows.

(1) The style and degree of protection against electric shock are to be
respectively class 1 appliance and type B appliance.
(2) Insulation resistances are to be as follows.
(a) Between the power source primary circuit and the body
5 MQ min, -
(b) For that to load the electric motor, between the power source

1 MG min.

primary circuit and the body
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4.2 Mechanical Safety The mechanical safety shall be in accordance with

JIS T 1001 and, further, be as follows.

(1)

(2)

(3)

Chamber and Lid The maximum using pressure and the pressure

resistance are in accordance with the pressure vessel specifications {!)
determined by country.

Safety Valve or Safety Device The part corresponding to pressure

vessel specification (1} specified by country is to be provided with
the safety valve or safety device (hereafter referred to as the
"Safety valve').

Noise The maximum value of noise is to be not more than 75 dB (A).

5. Composition, Structure and Performance

5.1 Composition The sterilizer shall be composed of the chamber, lid,

supply-exhaust apparatus, automatic control apparatus, instrument, air filter,
safety valve, etc. -

5.2 Structure and Performance

5.2.1

(1)
(2)

(3)

(4)
8.2.2

Chamber and Lid Chamber and lid shall be as follows.

The internal dimensions is to be the dimension indicated in
specifications, drawing, etc. £ 3 %.

The structure and materials are to comply with the pressure vessel
specification (') determined by country.

Lid clamping device is to be of such structure that the operation

is easy, and closing is capable of being carried out securely, and
the clamping condition can be confirmed visually. The clamping
quantity or engaging quantity, when subjected to the test of 6.3 (1},
is to comply with the specified value (¢) in both.

Note () The specified value means the values shown in the
manufacturing drawing, inspection reference document, etc.

Quter surfaces of chamber and lid must be heat-insulated.

Supply-Exhaust Air Apparatus The supply-exhaust air apparatus shall

be as ifollows. However, according to the usage of sterilizer, the structure of
supply-exhaust air apparatus may be varied according to agreement between the
parties concerned,

(1)

The chamber-inside supply steam apparatus, when subjected to the
test of 6.3 (2) is not more than 0.03 MPa {0.3 kgf/cm?} in
variation value.

Further, that having heat source (steam generating part) is to
be of such structure as to be capable of maintaining easily the
heat source part, and holds the water quantity to be consumed in
one cycle of sterilization during normai use.

Further, that having electric heat source is to be provided with
blank burning preventive function.
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